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510 (k) Summary

Name of Frm: Synthes Spine
1302 Wrights Lane East
West Chester, PA 19380

51 (k ontact: Angela Mikroulis
Regulatory Affairs Project Manager
Phone: (610) 719-5 71 8
Fax: (610) 719-5102

Trade Name: Syte aga M MnaIa Screws and Hooks

Common / Classification Spinal interlamninal fixation orthosis;
Name: ~~~~~Spinal intervertebral body fixation orthosis;

Pedicle screw spinal system
Device Product Code and KWP, KWQ, MNH, MNI and NKB
Classification: 21 CFR § 3050, 21 CER § 3060, 21 CER § 3070

Class 1I and Class II1
Predicate: K03l 175- SYNTHES Click'X Monoaxial System

Device Description: The Pangearm Monoaxial Screws and Hooks are similar to the
cleared SYNTHES Click'X Monoaxial System (K031 175). Both
are components of the Universal Spinal System (USS).

Pangea Monoaxial includes dual-core screws and a variety of hook
profiles.

The Synthes Pangea NMonoaxial Screws and Hooks are fabricated
from titaniumr llycnfrmn t AT F125
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Intended Use! ndications Te Syntes USS (including the Click'X®X, USS VAS variable axis

for Use: components, and PangeaTM), Click'X® Monoaxial, Pangea
NMonoaxial, Dual-Opening and the Small Stature USS (which

includes small stature and pediatric patients) are non-cervical spinal
fixation devices intended for use as posterior pedicle screw fixation

systems (T I -2), a posterior hook fixation system (TTI-L5), or as a
anterolateral fixation system (TS-L5). Pedicle screw fixation is

limited to skeletally mature patients with the exception of the Small
Stature USS. These devices are indicated for all of the following

indications regardless of the intended use: degenerative disc disease

(defined as discogenic back pain with degeneration of the disc

confirmed by history and radiographic studies). spondylolisthesis,

trauma (i.e., fracture or dislocation), deformities or curvatures (i.e.,

scoliosis, kyphosis, and/or lordosis, Scheuermann's Disease),
tumor, stenosis, pseudoarthrosis, and failed previous fusion.

When treating patients with Degenerative Disc Disease (DDD),

transverse bars are not cleared for use as part of the posterior

pedicle screw construct.

When used with the 3.5/6.0 mm parallel connectors, the Synthes

USS (including the Click'X®), USS VAS variable axis components,

and PangeaTM), Click'X® NMonoaxial, Pangea Monoaxial and Dual-

Opening USS can be linked to the CerviFix® System. In addition,

when used with 3.5/5.0 mm parallel connectors, the Synthes Small

Stature USS can be linked to the Synthes USS (including the
Click'X®, USS VAS variable axis components, and Pangealm), the

Click'X® Monoaxial. Pangea Monoaxial and Dual-Opening USS

Systems.

In addition, Synthes USS (including the Click'X®), USS VAS
variable axis components, and PangeaTM), Click'X®R Monoaxial,
Pangea Monoaxial and the Dual-Opening USS can be interchanged
with all USS 6.0 mm rods and transconnectors.








